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closed in accordance with the practice under Ex parte Quayle, 1935 CD. 11, 453 O.G. 213. 
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5) D Claim(s) is/are allowed. 
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DETAILED ACTION 

1. Claims 1-5, 7-12 and 15-18 are now pending in the instant application. 

Response to Amendment 

2. Applicants' Amendment and Response, submitted September 17, 2008, has been 
reviewed by the Examiner. Accordingly, claims 6, 13 and 14 have been cancelled, and claims 1 
and 10-12 have been amended. 

Previous Claim Rejections - 
35 USC §112 

3. Claims 10-14 previously rejected under 35 U.S.C. 1 12, second paragraph, as being 
indefinite for failing to particularly point out and distinctly claim the subject matter which 
applicant regards as the invention. 

In view of Applicants' amendatory changes to the claims, the rejections have been 
withdrawn. 

35 USC §102 

4. Claims 1-3 previously rejected under 35 U.S.C. 102(b) as being anticipated by WO 
0 1/42209 Al , to Pflaum, Zlatko. In view of Applicant's amendment to claim 1 , in order to 
further limit the claim by inserting "spray-drying" into the final step, the anticipation rejection 
has been withdrawn. However, please see below, regarding a new obviousness rejection over the 
same reference. 
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New Claim Rejections - 35 USC § 103 

5. The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set forth in 
section 102 of this title, if the differences between the subject matter sought to be patented and the prior art are 
such that the subject matter as a whole would have been obvious at the time the invention was made to a person 
having ordinary skill in the art to which said subject matter pertains. Patentability shall not be negatived by the 
manner in which the invention was made. 

6. The factual inquiries set forth in Graham v. John Deere Co., 383 U.S. 1, 148 USPQ 459 
(1966), that are applied for establishing a background for determining obviousness under 35 
U.S.C. 103(a) are summarized as follows: 

1 . Determining the scope and contents of the prior art. 

2. Ascertaining the differences between the prior art and the claims at issue. 

3. Resolving the level of ordinary skill in the pertinent art. 

4. Considering objective evidence present in the application indicating obviousness 
or nonobviousness. 

7. This application currently names joint inventors. In considering patentability of the 
claims under 35 U.S.C. 103(a), the examiner presumes that the subject matter of the various 
claims was commonly owned at the time any inventions covered therein were made absent any 
evidence to the contrary. Applicant is advised of the obligation under 37 CFR 1 .56 to point out 
the inventor and invention dates of each claim that was not commonly owned at the time a later 
invention was made in order for the examiner to consider the applicability of 35 U.S.C. 103(c) 
and potential 35 U.S.C. 102(e), (f) or (g) prior art under 35 U.S.C. 103(a). 

8. Claims 1-3 rejected under 35 U.S.C. 103(a) as being unpatentable over WO 01/42209 as 
applied to claims 1-3 above, and further in view of the Gaspar et al article. 

Applicants are claiming the following process: 

Applicants recite a process of forming amorphous atorvastatin, comprising the steps of: 
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dissolving atorvastatin in a hydroxylic solvent, and then rapidly evaporating the solvent to form 
amorphous atorvastatin. 

Determining the scope and content of the prior art 

The WO document teaches a process of producing amorphous atorvastatin, wherein a 
crystalline form of atorvastatin is dissolved in a low molecular alcohol (i.e. a hydroxlic solvent) 
and then the solution is dried by evaporation. 

Regarding the "second solvent" present in the solutions of the WO document, Applicants 
recite that atorvastatin is dissolved is a solution "comprising a hydroxylic solvent". Therefore, 
the contents of the solution are open-ended and may contain additional solvents, as discussed in 
the WO document. Regarding claims 2 and 3, please refer specifically to pages 9 and 10, in 
which several Examples are taught wherein atorvastatin is dissolved in methanol or ethanol and 
then the solution is evaporated away. 

Gaspar et al discuss the technique of spray drying, detailing the many benefits of 
obtaining products of liquid solutions via the evaporation of the solvent through spray drying. 
Gaspar et al teach the advantages of spray drying a product solution to obtain an amorphous 
product, since it is an almost instant transition from liquid to solid phases, with increased yield 
and bioavailability of the product (please refer to the bottom of page 2). 
Ascertaining the difference between the prior art and the claims 

The only difference between the prior art and the instant claims is that WO 01/42209 
does not specifically discuss spray drying as a means for evaporating the hydroxylic solvent from 
the solution containing amorphous atorvastatin. 
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Resolving the level of ordinary skill in the pertinent art 

However, given the prior art process as disclosed in WO 01/42209, which teaches each 
element of instant claims 1-3, except for the technique of spray-drying as an evaporation step, 
combined with the teachings of the Gaspar et al article, which promotes the advantages of spray 
drying, it would be have been obvious to combine the teachings of the cited references in order 
to more efficiently obtain amorphous atorvastatin. 

Since both processes were known in the art at the time of filing, one skilled in the art 
would know to perform the process of forming amorphous atorvastatin, as outlined in WO 
01/42209, and to add the highly efficient step of spray drying the hydroxylic solvent away to 
obtain the amorphous atorvastatin, quickly, and in high yield. 

The claimed process is no more than a selective combination of prior art teachings done 
in a manner obvious to one of ordinary skill in the art since each step of the process appears to be 
relatively complete in itself and there is no indication of an interaction between steps of such a 
type that would lead one of ordinary skill in the art to doubt that a substitution of alternative 
steps known to the art could be made. In re Mostovych, 144 USPQ 38 (1964). 

The Examiner recommends incorporating some of the latter claims into claims 1-3, in 
order to distinguish the instant claims from the prior art processes. 
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Claim Objections 

9. Claims 4, 5, 7-12 and 15-18 are objected to as being depending on rejected base claims. 

Conclusion 

10. In conclusion, claims 1-5, 7-12 and 15-18 are pending, claims 1-3 are rejected, and 
claims 4, 5, 7-12 and 15-18 are also objected to. 

Telephone Inquiry 

Any inquiry concerning this communication or earlier communications from the examiner should 
be directed to JANET L. COPPINS whose telephone number is (571)272-0680. The examiner can 
normally be reached on M-F 8:30-5:00. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's supervisor, 
Joseph K. McKane can be reached on 571.272.0699. The fax phone number for the organization where 
this application or proceeding is assigned is 571-273-8300. 

Information regarding the status of an application may be obtained from the Patent Application 
Information Retrieval (PAIR) system. Status information for published applications may be obtained 
from either Private PAIR or Public PAIR. Status information for unpublished applications is available 
through Private PAIR only. For more information about the PAIR system, see http://pair- 
direct.uspto.gov. Should you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). If you would like assistance from a USPTO Customer 
Service Representative or access to the automated information system, call 800-786-9199 (IN USA OR 
CANADA) or 571-272-1000. 
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